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	Reviewer
	
	Assigned IRB
	
	Meeting Date
	

	
	
	
	
	

	Investigator
	
	Department
	

	HIC#
	
	Coeus #
	
	Expiration Date
	     

	Study Title
	

	Sponsor
	

	Study Status: 
	 FORMCHECKBOX 
 No Participants enrolled

 FORMCHECKBOX 
 Actively accruing participants

 FORMCHECKBOX 
 Closed to accrual (but with research related intervention or follow-up still ongoing)

 FORMCHECKBOX 
 Closed to accrual and active intervention completed`

	Number of Participants/Data/Specimens Accrued Since Study Initiation:
	


	Reviewer’s Recommendation

	 FORMCHECKBOX 
 Approval 
	 FORMCHECKBOX 
 Specific Minor Revisions Requested: 
 FORMCHECKBOX 
 Other (explain):      


	Recommended Approval Period:
	 FORMCHECKBOX 
 12 months

 FORMCHECKBOX 
  6 months

 FORMCHECKBOX 
  Other (provide rationale for approval period less than 12 months):       

 FORMCHECKBOX 
  Renewal requested*


*Study is 5 or more years old and actively recruiting. Recommend resubmission as a new protocol at time of next continuation. 

_______________________________________________
___________________

Reviewer’s Signature





Date of Review

	#


	Question
	Yes 
	No
	N/A
	Reviewer’s Response/Comments

	1. 
	Q15: Are the current number of participants/specimens/data less than or equal to the number approved for recruitment at WSU?  
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	
	If this number exceeds the approved enrollment, an amendment is required.
	
	
	
	

	2. 
	Q16: FOR VA STUDIES ONLY

Is the Vulnerable Group Table Complete?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	3. 
	Q18/19: Has there been an equitable distribution of participants based on ethnic groups/race since the last review?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	4. 
	If no, are the inequities satisfactorily justified?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	

	5. 
	Q20/21: Have any participants/specimens/data withdrawn or been removed from the study since the last IRB review?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	6. 
	If yes, please comment if cogent to the review. 
	
	
	
	

	7. 
	Q22: In reviewing the amendments or modifications to the research protocol, has there been a significant change in the design, focus, or purpose of the research?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	8. 
	If yes, please comment:
	
	
	
	

	9. 
	Q23:  Has the Non-English short form been used?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	10. 
	If yes, should a foreign language consent be used? (i.e., there has been more than 6 uses of the short form), please comment.
	
	
	
	

	11. 
	Q25: Are reportable adverse reactions or unexpected events identified? If yes, they should match those reported in the HIC file.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	12. 
	Q27-29: Have there been any protocol violations, participant complaints, hold notifications, suspensions, audits, DSMB monitoring or other safety reports, or pertinent multicenter trial reports since the last IRB review. If yes, please comment if this information changes the risk/benefit ratio of this study?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	13. 
	Q32: Is the progress report complete and concise and does it reflect any changes or amendments that have occurred since last review?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	14. 
	Following your review of submitted materials, does this protocol qualify for an expedited review?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	
	     

	15. 
	If the protocol is accruing participants, is a copy of the currently approved version of the consent form/assent form/information sheet attached?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	16. 
	Based upon your review, should the consent document be revised to reflect increased risk or additional changes? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


Criteria for Approval of Human Participant Research:
See REVIEWER FORM ATTACHMENT
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